occupational therapy programme; mental disorders; quality of life Summary Objective/Background: To investigate the efficacy and feasibility of the Quality of Life Enhancement Programme (QOLEP) for individuals with mood disorder. Methods: Twenty-one individuals with mood disorder were recruited from psychiatric rehabilitation centres in Taipei City and were randomly assigned to either the treatment group (N Z 11) or the control group (N Z 10). The treatment group received an 8-week QOLEP. The control group received only "phone contact", which included support for everyday situations pertaining to daily life and emotions. The primary outcome measure was evaluating improvements in quality of life using the World Health Organization Quality of Life-BREF-Taiwan version questionnaire. The feasibility of the intervention was assessed by the recruitment rate, dropout rate of the participants, and by its content and delivery. The content and delivery were assessed by the group satisfaction questionnaire. The mixed-effects linear model was applied to analyze the efficacy of QOLEP. Results: The individuals who participated in the eight-session QOLEP showed significant improvement in their level of depression compared with the control group [pre vs. of feasibility were met in this study. Most of the participants were satisfied with engaging in the QOLEP activities within a supportive environment. Conclusion: The participants who received the 8-week QOLEP demonstrated significant improvement in the level of depression. Studies with a sample size of at least 104 participants are recommended in the future.
Introduction
Individuals with mental illness frequently have difficulty in maintaining a balanced lifestyle (Crist, Davis, & Coffin, 2000) . The long-term course of illness is associated with significant impairment in overall functioning and well-being, which might cause stress for these individuals while they are adjusting to the community environment (Hellerstein, Agosti, Bosi, & Black, 2010; Lin et al., 2013) . Based on previous studies, the sense of competence, sense of mastery, environmental resources, social support, level of depression, level of anxiety, the medication usage, age, sex, and educational level were identified as important predictors of quality of life for individuals with depression (Chung, Pan, & Hsiung, 2009; Pan et al., 2012; Pan, Chan, Chung, Chen, & Hsiung, 2006; Pan, Chung, Chen, Hsiung, & Deepa, 2011) .
A systematic review of the clinical trials on quality of life intervention for depression was carried out. We searched for articles published in the recent 3 years using Medical Subject Headings in the MEDLINE, PsycINFO, and CINAHL databases (January 2011 to July 2013). A total of 204 articles were identified, and 19 studies were retained for the review based on the inclusion criteria.
The sample in all studies had moderate to severe depressive symptoms at baseline and had a primary diagnosis of a major depressive disorder. The mean sample size was 297 participants (standard deviation [SD] Z 557; range, 26e2,280). The duration of intervention ranged from 1 day to 12 weeks. Most of the studies had a one-time follow-up to examine the maintenance effect of the intervention. The attrition rate of the studies ranged from 0% to 54.1%. The results showed that the guided intervention was more effective than unguided, self-helped ones, or control group in symptom improvement and quality of life (Berger, Hammerli, Gubser, Andersson, & Caspar, 2011; Cook et al., 2012; Johansson et al., 2012; Vilhauer et al., 2012) . Exercise was one of the treatments that may have some benefit on the quality of life (Schuch, Vasconcelos-Moreno, & Fleck, 2011) .
Although previous studies demonstrated evidence of an intervention effect on the quality of life in individuals with depression, there was limited evidence about the efficacy of occupation-based treatment on the quality of life enhancement for individuals with mood disorder (Hsiao et al., 2007) . Previous studies have demonstrated the effect of standardized lifestyle/life skills intervention on well-being and social participation for healthy older people (Clark et al., 2012; Jackson, Carlson, Mandel, Zemke, & Clark, 1998; Yamada, Kawamata, Kobayashi, Kielhofner, & Taylor, 2010) , patients with stroke (Lund, Michelet, Kjeken, Wyller, & Sveen, 2012) , and homeless people with mental illness (Helfrich, Aviles, Badiani, Walens, & Sabol, 2006; Helfrich, Fogg, Helfrich, & Fogg, 2007) . Except for the exercise programmes, limited studies were carried out for individuals with mood disorder. In addition, participants' QOL and lifestyles might have cultural differences.
Restricted participation, or leading an unbalanced lifestyle, may cause individuals with disabilities to have increased feelings of low self-efficacy and helplessness, as well as feelings of social isolation (Kielhofner, 2008; Law, 2002) . Participation in meaningful occupation may have positive influence on health and quality of life. The Quality of Life Enhancement Programme (QOLEP) was designed as a comprehensive treatment approach for individuals with mood disorder who live in community. The programme was composed based on professional foundation and knowledge base [Occupational Therapy Practice Framework (American Occupational Therapy Association, 2008), Model of Human Occupation (Kielhofner, 2008) , and concept of recovery (Deegan, 1988) ] as well as based on previous research findings and clinical experiences (Chung et al., 2009; Pan et al., 2006 Pan et al., , 2011 Pan et al., , 2012 . The programme is comprehensive because it covers the whole range of quality of life, and thus, makes it different from single-skill training programme and other specific functional trainings. The programme contents encompass areas covering occupational performance and skills enabling the performance via the practice of skills, education, and discussion.
The QOLEP is designed as a group-based intervention because of the social connectedness and the therapeutic effect it would provide such as universality, development of socializing techniques, interpersonal learning, and cohesiveness. Furthermore, the group treatment format is more cost effective than individual therapy (Cruwys et al., 2013; Hans & Hiller, 2013) . Because the illness management is one of the important daily occupations for the clients, a few sessions were designed to educate the participants and practice the skills learnt. In addition, skills used to instil hope and empower and enable the participants are included.
The purposes of this study were to (a) examine the preliminary efficacy of the QOLEP on domains of quality of life, psychosocial, and disease-related factors using a randomized controlled trial for clients with mood disorder; (b) examine the feasibility of QOLEP for the participants.
Methods

Participants
Participants in the study were recruited from psychiatric rehabilitation centres in Taipei City. Participants were included if they satisfied the following criteria: (a) diagnosed with a mood disorder according to the Diagnostic and Statistical Manual of Mental Disorders, 4th Edition by psychiatrists; (b) in a stable or depressed mood state; (c) aged 18 years and older; (4) are literate and have adequate cognitive capability (Mini-Mental State Examination score > 24; Guo et al., 1988) . Participants were excluded if they had psychotic disorder, substance-related disorder, or mental disorder caused by organic factors.
Research design
The researchers contacted the head of psychiatric rehabilitation centres in Taipei City and received feedback from seven institutions (4 were community rehabilitation centres and 3 were labelled as half-way houses). After explaining the purpose and process of the study, the participants with adequate cognitive capability who agreed to participate were asked to sign an informed consent. Participants meeting the enrolment criteria were randomly allocated to either the treatment or control group using random numbers in sealed envelopes after baseline measures were taken. The numbers were generated using random allocation in blocks (1:1 ratio) on an online randomization tool. The consort diagram of the study is presented in Fig. 1 .
Both the treatment and control groups were administered by a registered occupational therapist (Y.-L.C.). During the intervention period, both groups continued to receive their usual care, including the pharmacotherapy and other psychotherapeutic activities. Approval for this study was provided by the Ethical Committee of the National Taiwan University Hospital (NTUH-REC No. 201110048RC).
Feasibility was assessed by measuring the recruitment rate, dropout rate, and the attendance rate of the participants as well as by the satisfaction of the participants regarding its content and delivery. It was estimated that it would take 4 weeks to recruit 24 participants (12 in each study arm) allowing for 20% dropout rate (Berger et al., 2011; Cook et al., 2012; Johansson et al., 2012 ). The content and delivery of the interventions were assessed by the group satisfaction questionnaire.
Intervention
The participants in the treatment group participated in eight group sessions of QOLEP, with each session lasting for 1 hour. Sessions were administered two times a week over a 4-week period. The topics of the programme included four sessions related to occupational life scheduling and four sessions discussing coping skills. The first four sessions focused on re-establishing a healthy and balanced lifestyle. The final four sessions focused on improving coping strategies for stress/emotion-induced problems. The session topic, content, and corresponding improvement of predictors in the quality of life model are presented in Table 1 . The programme was conducted in the Department of Occupational Therapy of a university in northern Taiwan from February to March 2012.
The control group received only "phone contact", which included support for everyday situations pertaining to daily life and emotions. Each phone contact session was approximately 5e10 minutes long and was arranged based on client's availability. There were a total of eight phone contact sessions for each participant in the control group, which is equivalent to the number of QOLEP sessions conducted for those in the experimental group (Portney & Watkins, 2009 ).
Measures
Participants' basic information and their cognitive capability scores (Mini-Mental State Examination) were obtained to assess their eligibility for participation in this study at Time 1. The outcomes measures were evaluated before intervention (Time 1) and at the end of the 1-month intervention (Time 2). Participants completed the questionnaires using the Chinese language version, which was deemed to have acceptable psychometric properties.
The World Health Organization Quality of Life-BREF-Taiwan version (WHOQOL-BREF-TW) questionnaire was used to measure the perceived quality of life of an individual over the previous 2 weeks. The measure is composed of two items that measure the overall quality of life and health as well as 26 items related to the four domains of quality of life (physical, psychological, social relationships, and environmental), which are rated on a five-point rating scale. The questionnaire has been found to have good internal consistency, testeretest reliability, content validity, construct validity, discriminant validity, and predictive validity (The WHOQOL-Taiwan Group, 2000) . Although WHOQOL-BREF-TW is a generic measure of quality of life, it has the following advantages: well-developed instrument, easy to administer, and useful to study the quality of life of individuals with various diagnoses (Chung, Tsu, Kuo, Lin, & Chang, 2014; Hou et al., 2014; Hung, Lee, Jeng, & Wang, 2013) . Thus, the results can be compared cross-culturally (Carta et al., 2008; Moritz, Schilling, Hauschildt, Schroder, & Treszl, 2012) .
The 29 item, four-point Occupational Self Assessment Scale was used to examine participants' sense of competence and environmental resources. The Chinese version of the Occupational Self Assessment Scale has been found to have good internal consistency, testeretest reliability, construct validity, and concurrent validity (Pan & Wang, 2007) . The seven-item, four-point Mastery Scale was used to measure the sense of mastery. This is defined as the extent to which people see themselves as being in control of the forces that are deemed to have important effects on their lives. The Chinese version of the Mastery Scale has been found to have acceptable reliability, good internal consistency, and construct validity (Chen, Hsiung, Chung, Chen, & Pan, 2013) . The six-item, six-point Social Support Questionnaire-Short Form was used to measure the perception of social support available to the individuals. The Chinese version of Social Support Questionnaire has been found to have good internal consistency and construct validity (Pan et al., 2012) .
The 21-item, four-point Beck Depression Inventory-II was used to measure participants' level of depression. The Chinese version of Beck Depression Inventory-II has been found to have acceptable internal consistency, construct validity, and sensitivity (H. Chen, 2000; Pan & Hsu, 2008) . The 21-item, four-point Beck Anxiety Inventory was used to measure participants' level of anxiety. The Chinese version of Beck Anxiety Inventory has been found to have acceptable internal consistency, construct validity, convergent validity, and discriminate validity (Che, Lu, Chen, Chang, & Lee, 2006; Lin, 2000) . The 21-item, fourpoint Beck Scale for Suicide Ideation was used to measure an individual's level of suicide ideation. The Beck Scale for Suicide Ideation has been found to have acceptable reliability and validity and is translated into Chinese (Chang, 2000) .
The group satisfaction questionnaire designed by the authors was modified from group satisfaction participants forgetful (N=1) forgetful (N=1) forgetful (N=1) forgetful (N=1) questionnaires used in previous studies Tseng, Shyu, Chen, Hsu, & Kao, 2011) . This questionnaire was used to examine the feasibility of the programme, and included eight items (7 items are rated on a five-point rating scale and 1 item asked the participants to identify preferred activity for each session). Preliminary results of the group satisfaction questionnaire showed good internal consistency (Cronbach's alpha Z .92) and acceptable construct validity.
Data analysis
The data were analyzed with PASW 18.0 for Windows (SPSS Inc., Chicago, IL, USA) and Statistical Analysis System (SAS), version 9.2 (SAS Institute, Cary, NC, USA). The level of significance was set at two tailed with an alpha level of .05. Baseline differences between the two groups based on demographic characteristics, disease-related factors, psychosocial factors, and quality of life were examined using an independent sample ManneWhitey U test for continuous variables and chi-square tests for categorical variables.
The efficacy of QOLEP was examined using the mixedeffects linear model. This allowed the use of timedependent and time-independent covariates within the model to be analyzed and has been found to work well for small sample size (Gueorguieva & Krystal, 2004; Pan et al., 2012; Torng et al., 2007) . The outcome measures included four quality of life models (physical, psychological, social, and environmental domains), and Occupational Self Assessment-Self, Occupational Self Assessment-Environment, Mastery Scale, Social Support Questionnaire-Short Form, Beck Depression Inventory-II, Beck Anxiety Inventory, and Beck Scale for Suicide Ideation scores. These were analyzed individually, with the main effects of intervention condition, time and their interaction, as well as participants' intercept serving as random effect. The best-fit model was decided after checking the smallest Akaike information criterion and the Schwarz's Bayesian information criterion values. The autocorrelation matrix adopted for the final model was the unstructured covariance matrix, in which each variance and each covariance are estimated uniquely from the data. The restricted maximum likelihood was used to estimate variance parameters in this study.
Results
Recruitment took place between January and February 2012. Twenty-one individuals were referred and randomized and all of them completed the study (dropout rate: 0%). Eleven participants were allocated to the treatment group and 10 participants were assigned to the control group. The mean age of the participants was 44.9 years (SD Z 9.8, range Z 24e58) and the average age at onset was 31.7 (SD Z 10.6). Most of the participants were women (66.7%), with college and above educational level (47.6%), single (71.4%), and nonemployed (66.7%); 71.4% of the participants were recruited from the community rehabilitation centres, whereas 28.6% were recruited from half-way houses. The details of demographic and clinical profile of the participants are presented in Table 2 .
Concerning the attendance rate in the treatment group, the average sessions of participation for these participants (n Z 11) were 6.6 (SD Z 1.6, range Z 4e8). Five participants completed all sessions. The attendance rate for each session ranged from 63.6% (N Z 7) to 100% (N Z 11). Several reasons were identified for the participants' inability to participate in the study. These reasons included the following: being physically unwell, inconvenience, forgetfulness, or unwillingness. The details of inclusion in the study are presented in Fig. 1 .
The raw scores in each measure are presented in Table  3 . Results did not indicate statistical significance in demographic characteristics, disease-related factors, and raw scores of outcome measure between the treatment and control groups at Time 1. Thus, no confounding variable Anxiety and stress Self-awareness of the anxiety and stress Level of depression, level of anxiety, sense of mastery, sense of competence 6.
Stress management Strategies of stress management Level of depression, level of anxiety, sense of mastery, sense of competence 7.
Be my emotional host Self-awareness of own emotion Level of depression, sense of mastery, sense of competence 8.
Emotional expression Expression of emotion Level of depression, sense of mastery, sense of competence should be used as covariates in the following mixed-effect model analysis. The results showed that participants who participated in the QOLEP showed significantly more reductions in the level of depression compared with the control group over time (À8.00 AE 3.69, p < .05) with small effect size (h p 2 Z .02). The results of the group satisfaction questionnaire showed that most of the participants were satisfied with the activity, the process of the activity (e.g., content, time management), personal performance, and the interaction with others in a specific group session. In addition, the participants indicated that the activities were easily understood and helpful to them, increasing their willingness to participate in the programme again. Qualitative responses regarding the overall helpfulness of the programme included the following: understanding the concept of quality of life, learning how to re-establish the daily life, learning how to cope with stress, as well as learning how to express personal emotions adequately.
Discussion
The results showed that the participants who participated in QOLEP showed significant improvement in their level of depression when compared with the control group. No Age, mean (SD) 44.9 (9.8) 43.0 (10.5) 46.9 (9.0) Age at onset, mean (SD) (y) 31.7 (10.6) 30.2 (9.5) 33.3 (12.0) Onset duration, mean (SD) (y) 13.2 (7.1) 12.8 (7.2) 13.6 (7.3) Sex
Male significant differences on other outcome measures between the study groups were identified. The lack of efficacy for the other outcome measures may be due to the limited sample size, the lower attendance rate, and the measures used might not be sensitive enough. The average sessions of participation for the treatment group participants were 6.6 times, with only half of the participants (N Z 5) completing all of the sessions. Limited memory and low mood may also affect the participants' motivation. Making phone calls to remind participants before each session was useful in increasing the overall participation rate; however, the clients needed to make the conscious effort to arrive to the venue, and therefore, transportation costs may also have affected participation. Although there are no other significant differences between groups after the intervention except for the level of depression, a tendency of improvement in the quality of life for the intervention group was evident (the figure can be available upon request). Part of the reason might be due to the measure we employed. In addition, eight sessions with 1-month QOLEP for the improvement of quality of life and psychosocial and disease-related factors may not be an adequate amount of time to determine efficacy (Miklowitz et al., 2007) . The other two criteria of feasibility, namely, recruitment rate (87.5%) and dropout rate (0%), were achieved in the study. The study showed that the QOLEP participants enjoyed the intervention sessions and felt that the sessions were helpful. The leader's style was refreshing and the activities were interesting. In addition, the group leader and activities allowed for group cohesion and positive interactions among group members making the overall experience a positive one. The members also reported that the intervention methods provided them with some therapeutic factors, including universality, instillation of hope, imparting information, interpersonal learning, cohesiveness, and catharsis (Yalom, 1995) . It was found that the participants' fatigue, depression or anxiety, and feelings of not being respected from others were associated with the decreasing engagement in the group.
After implementation of parts of the QOLEP for clients with mood disorder, the researchers found that the content and procedures were adequate for this sample. However, the total length of time for each group session should be extended from 1 hour to 1.5 hours, which would allow the group members to share their experiences and engage in more meaningful discussions.
The limitations of the study included (a) small sample size; (b) the lack of blind design for the study; and (c) the group satisfaction questionnaire, which was developed by ourselves and not validated yet. In the future, recruiting more study participants and trying to increase the participation rate by organizing shorter courses or short-duration sessions might work for these participants. Using the G*Power 3.1 statistical tool (Faul, Erdfelder, Lang, & Buchner, 2007) to achieve a statistical power of 80% with statistical significance at p < .05 (two-tailed test), a medium effect size of .25 for f test, and 20% attrition rate (Berger et al., 2011; Cook et al., 2012; Johansson et al., 2012) , a sample size of 104 participants is required in future studies. The participants could be recruited from outpatient clinics to achieve this sample size. Because we employed the group format for the QOLEP, the group dynamics and therapeutic relationships between group members and leaders might affect the treatment outcome (Bonsaksen, Borge, & Hoffart, 2013; Lerner, McLeod, & Mikami, 2013) . Therefore, the therapeutic group effect needs to be considered in future studies. Finally, we suggest including disease-specific measures for more sensitive detection of change, and participation-related outcome measure to evaluate the change of participation due to the intervention. A long-term follow-up (e.g., > 6 months) can be implemented to study the maintenance effect of the intervention.
In conclusion, the study supports the implementation of the QOLEP for individuals with mood disorder. The use of occupation-based approach resulted in the change of the perceived level of depression over time. In addition, the results showed that the content and procedures of QOLEP were adequate for individuals with mood disorder who resided in the community. 
